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Deér Toﬁi:

We would like to petition the addition of Nitrous Oxide as a Whipping Propellant to the

National Substznces Allowed in Organic Production Handling.

“The mitrous oxide is in the following category:

Nonagricultural (nonorganic) substances allowed in or on processed products -
labeled as “organic™ or “made with organic (specified ingredients)™.

1. Substance’s common name: Nitrous, Oxide -

2. Manufacturer’s Name, address, and telephone #: Nitrous Oxide Corp., 259 N. Radnor
Chester Rd. Suite #100, Radnor, PA 19087. 610-902-6248 .

3. The intended or current use of the substance is as a whipping propellant for Organic
Whipped Cream.

4. N/A

5. Source.of the substance-The source of the product is from Pensacola, FL or Yazoo

City, Mississippi. Nitrous Oxide is made by the decornposition of ammmonium nitrate and
by separation from adipic acid off gas. Coe

. 6.Quality Assurance International is in process of certifying the Whipped Cream and can

not proceed unti] we get approval for the nitrous oxide.

- 7. FDA Labeler code- 054260

8. CAS #-10024 97 2 :
9. An MSDS is included as well as a Specification Sheet, aka a Technical Bulletin.

Enclosed, please find back-up information from the Nitrous Oxide Company regarding
this product. I look forward to hearing from you regarding this matter. If you should
require any further information, please contact me at 610-268-6962. ’

Sincerely,

Christy Manger
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[Code of Federal Regulations]
7N [Title 21, Volume 3]
[Revised as of April 1, 2002]
From the U.S. Govermment Printing Office via GPO Access

[CITE: 21CFR184.1545]
[Page 526]
TITLE 21~-FOOD AND DRUGS

CHAPTER I--FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEAL
SERVICES (CONTINUED)

PART 184--DIRECT FOOD SUBSTANCES AFFIRMED AS GENERALLY RECO
Subpart B--Listing of Specific Substances Affirmed a
Sec. 184.1545 Nitrous oxide.

(a) Nitrous oxide (empirical formula N<INF>2</INF>0, CA

10024-97-2) is also known as dinitrogen monoxide or laughin

7 a colorless gas, about 50 percent heavier than air, with a
sweet smell. It does not burn but will support combustion.
is manufactured by the thermal decompogition of ammonium ni
oxides of nitrogen are removed by passing the dry gas throu
of scrubbing towers. '

(b) The Food and Drug Administration is developing food
specifications for mnitrous oxide in cooperation with the Na
Academy of Sciences. In the interim, the ingredient must be
suitabhle for its intended use.

(c) In accordance with Sec. 184.1(b) (1), the ingredient
food with no limitations other than current good manufactur
The affirmation of this ingredient as generally recognized .
(GRAS) as a direct human food ingredient is based upon the
current good manufacturing practice conditions of use:

(1) The ingredient is used as a propellant, aerating ag
as defined in Sec. 170.3(o) (25) of this chapter:

(2) The ingredient is used in dairy product analogs as -
Sec. 170.3(n) (10) of this chapter at levels not to exceed <
manufacturing practice.

(d) Prior sanctions for this ingredient different from

.~ established in this section do not exist or have been waive

[48 FR 57270, Dec. 29, 1983]

wd get—cfr.cgi?TITLE=21&PART=184&SECTION=1545&YEAR=212/3/2002
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- . ﬁrgasummu&ido_
) . ) . 259 N, Radnor-Chester 84, Suits 100
AN e ‘ Raddner, BA 19067-5283
BTSRRI R N ) _ ‘ (610) 002.6248 Fax: (610) 225-3273
‘ Yawe2l19as.com
Jupe 11,2002 -

Mr. Thomas Pritchard
Alamance Dairy
739 S. Worth SL
Burimgron, NC 27216

Dear Mr. Pritchard:

Pursuvant to your retiuest by fax dated June 3, 2002, I wanted to provicde written confirmation of
our responses. | will take them in the order they are presented in the fax. numbered from 1-12.

1.
2.
. .

3.

7.
3.

9.

Nitrous Oxide

Nitrous Oxide Corp., 259 N. Radnor Chester Rd. Suite # 100, Radnor, PA 19087.

“The intended use is as a food additive -
Do not know ﬁxe answer to this quéstion, shoﬁl}:i be provided by Alamance Dairy-

The source of the product is from Pensacola, Florida or Yazoo City, Mississippi. Nitrous
Oxide is made by the decomposition of ammonium nitrate and by separation from adipic acid

off gas. :
A

FDA labeler code — 054260
CAS#-10024-97-2

An MSDS is included as well as a Specification Sheet, aka a Technical Bulletin.

10. We are not familiar with a ‘substance report® from the National Institute of Environmental

Health Studies. .

11. We are not clear on how to respond to this question, or to question # 12. The reason why?

70n A WIINAWQ JRCAQ TRQ Nnee Vvl /In:?T

“which present conmasting positions to those presented by the patitioner in supporling the
substance’s inclusion on or removal from the National List. NOC is not familiar with such a

report.
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15. REGULATORY INFORMATION (Continued)

Close valve afier each usc and whan embty '
Use in accordance with the-Material Sajety Data Sheet.

"* Suck-back into cylinder may cause rupture.
Always use a back flow preventative device in piping.
FIRST AID: IF INHALED, remove io fresh air. If not breathing, give artifical resplraﬂon. i breathmg is

difficult, give axygen. Call a physician.
IN CASE OF FROSTBITE, obtain immediate medical aﬁermon.
DO NOT REMOVE THIS PRODUCT LABEL.

ADDITIONAL CANADIAN REGULAT!ONS:
AN DSL | (8] . Nitrous Oxxde is on the DSL Invamory

QTHER CANADIAN REGULATIONS: Not appllcable. :
CANADIAN ENVI MENTAL PROTECTION A CEPA PRIORITY SUBST. E:S LISTS: This compourd is

not on the CEPA Priority Substances Lists.

CANADIAN WHMIS SYMBOLS: Class A: Compressed Gases
 Class C: Oxidizing Materials
Class D2A: Matenials Causing Other Toxic Eifects

[SEONE)

| 16. OTHER INFORMATION
PREPARED BY: Alrgas - SAFECOR

NOTE

The information .contained hareln is based on data considerad accurate. Hawevar, no wavranty is oxpressed or impiied reganding the accuracy ol thesa data of the
results 1p ha adlained from the uss therest. AIRGAS, Inc. assumes no respongibiiity for injury to tha veadea of lhird persans proximately causad by the mamrial if
regsunable salety procadures are not sdhered o as etipulaed In the data shesl. Addliionally, AIRGAS, inc. assumas na responsibillty far Injury 10 vendee or third
persnns pmnmalaly cwsed by abnommal use ol the material even if reasonable salety procedures are fallowed. Funhumm vendea assumas the risk in htE use of

NITROUS OXIDE- N;O MSD'S (Document # 00104)
PAGE 9 OF 10
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Thomas, should there be addjtional inquiries, please do not hesitate to direct them to me. I hope
the above clarifies and informs you the information you desire.

" Sincerely, %
National Marketing ’ . .
Manager - . . . [P,
c: Ron Scott ~ President Niirous Oxide Corp
Martin Tupman — Nitrous Oxide Corp. Engineer
Richard A. Lake ~ President National Welders

Enclosures: NOC MSDS dated 01/02/02,
NOC Technical Bulletin dated 01/01/95

ALAM1867
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'11. TOXICOLOGICAL INFORMATION (Continued)

REPRODUCTIVE TOXICITY INFQRMATION: Epidemiological studies suggest feto-tyxc effects -and higher rates of '
spontaneous abortions In personnel who have been over-exposed 1 Nitrous Oxide, Althvugh a definite causal relafionship
between Nitrous Oxide exposures and reproductive problems has not been established, exposure t0 the gas should be
minimized. Listed below is additional information conceming the effects of Nitrous Cxide on the human reproductive -
system. . : ) .
Mutanenicity: Nitrous Oxide is not expected lo cause mutagenic effects in humans.
Embryotoxicity: Nitrous Oxide is reported to cause embryotoxic effects in laboratory animals. e .
Teratogenicity: Nitrous Oxide may causs teratagenic effects in humans. Exposure Nitrous Oxide has caused -
enibrya and fetal toxicity effects in laboratory animele. Such cffects include reduced fetal weight, delayed ossification,
and an increased incidence of visceral and skeletal variations. . . ’
Beprodudtive Toxicily: Nitrous Oxide may cause adverse reproductive effects in humans. :
A mutagen Is a chemical which causes peimanent changes to genetic material (DNA) stch that the changes will propagate
through generation lines. An embryotoxin is a chemical which causes damage io a developing embryo {.e. witfin the first
eight weeks of pregnancy in humans), but the damage does not propagate across generstional ines. A teratogen is a .
chemical which causes damage to a developing fetus, but the damage does riot propagate across generational lines. A
reproguctive toxin is any substance which interferes in any way with the reproductive process. . )
8101 OCICA! EXPOSURE WDICES MEls): Currently, Bialogical Exposure Indices {Bt:ls) have not been determined for
Nitrous Oxide. : . o

12. ECOLOGICAL INFORMATION

'ENVIRONMENTAL STABILITY: The gas will be dissipated rapidly in well-ventiiated aras.
EFFECT OF MATERIAL ON PLANTS or ANIMALS: Any adverse effect on animals weuld be related to oxygen deficient

environments, effects on the central nervous system, and potential reproductive problents. Symptoms of exposure would
be similar for those described for humans. No adverse effect s anticipated to occur to plantlife, except for frost produced

in the presence of rapidly expanding gases. . .
EFFECT OF GHEMICAL ON AQUATIC LIFE: No evidence Is currently available on the uifects of Nitrous Oxide on aqualic .. . .
life. This gas is soluble in water. ' _

| 13. DISPOSAL CONSIDERATIONS .~ . -
PREPARING WASTES FOR DISPQSAL: Product removed from the cyfinder must be disposed of in accordance with -~
appropriate Federal, State, and local regulations. Return cylindérs with residual prod.ct to Afrgas. Do not dispose -of -
locally. ‘

14. TRANSPORTATION INFORMATION

THIS MATERIAL IS HAZARDQUS AS DEFINED BY 49 CFR 172.101_BY THE_US. DEPARTMENT OF
TRANSPORTATION. :
For Nitrous Oxide Gas: .
PROPER SHIPPING NAME: Nitrous oxide
H. LASS NUMB AP : 2 2 (Non-Flammable Gas)
UN IDENTIFICATION NUMBER: UN 1070
PACKING GROUP: Not Applicable
DOT LABEL(S) BEQUIRED: Non-Harnmable Gas, Oxidizer
NORTH AMERICAN EMER CY RESPONSE GUID NUMBER - 122
For Nitrous Oxide, Refrigersted Liquid: :
PROPER SHIPPING NAME: ) Nitrous oxide, refrigerated liquid
DC NUMB DE | : 2.2 (Non-Flammable Gas)
UN IDENTIFICATION NUMBER: - UN 2201
PACKING GROUP: Not applicable.
BE R D: Non-Flammnable Gas, Oxidizer
MER Y R 1D (s 122

MARINE POLLUTANT: Nitrous Oxide ls not classified by the DOT as a Marine Pollutant (as defined by 48 CFR 172.101,
Appendix B).

CANA RTATION OF DANGE S DS REGULATIONS: THIS MATERIAL IS
CONSIDERED AS DANGEROUS GOODS. Use the above information for the preparation of Canadian Shipments.

NITROUS OXIDE- N;O MSDS (Documant # 001042)
PAGE7 OF 10
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TEGHNICAL BULLETIN

— . | NO. IT-NOC-3 ..
: A o . . EFFECTIVE: 4/1/92 .
i B . - REVISED: 1/1/95 -

Corporate Office: 259 N. Radnor-Chester Road « Suits 100 =« P.0O. Box 6675 « Radnor, PA 19087-5283 = (610) 902-6248

NITROUS OXIDE - N;O

Nitrous Oxide is a colorless, non-flammable, non-toxic gas with a slightly sweet
taste and odor. Nitrous Oxide is produced by controlled thermal decomposition of high
purity ammoninm nitrate. The gas is then purified, compressed and liquified for storage
and shipment.

USES

-Nitrous Oxide is used mainly as an inbalation anesthetic. It is z rather weak anestheuc
and: must be mhaled in fauly high concentranons mlxed w1th air-cr oxygcn

Other uses are asa propellant for food grade acrosols, a refrizerant, a leak detecting
agent, an oxidizing agent, a chemical reagent, an ingredient in fuel combinations,and,
in highly purified form, as a2 plasma etching chemical for semiconductor manufacturing.

SPECIFICATIONS:

The standard grade produced by Nitrous Oxide Corp. conforms to the testing and
quality requirements of the U.S. Pharmacopeia XXII dated, Jaruary 1, 1995. (U.SP.

Grade)
" Nitrous Oxide (N20) 99.0% viv (liquid) Minimum
Carbon Monoxide (CO) 10 ppm viv (vapor) Maximum
- Nitric Oxide (NO) 1 ppm viv (vapor) Maximum
Nitrogen Dioxide (NO2) 1 ppm v (liquid) Maximum
Halogens (measures as CI2) 1 ppm viv (vapor) Maximum
Carbon Dioxide (CO2) 300 ppm viv (vapor) Maximum
Ammonia (NH3) 25 ppm viv (vapor) Maximum
“Water (H20) 150 mg/m3 v/v (vapor) Maximum

Higher purifies are available for special applications.

lQ@Cca TQ@O nee YWY INGTT on /RN /BN
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7. HANDLING and STORAGE (Continued)

Do not store containers where they can come into contact with moisture. Gylinders shou d be stored upright and be firmly
secured to prevent falling or being knocked over. Cylinders can be stored in the open, but in such cases, should be
protected against extremes of weather and from the dampness of the ground to prexent rusting. Never tamper wilh
prassure relief devices in valves and cylinders. The following rules are applicable to cylindar use::

Before Use: Move cylinders with a suitable hand-truck. Do not drag, slide or roll cylndets. Do not drop cylinders or permit
them 1o strike each other. Secure cylinders firnly. Leave the valve protection cap, if provided, in-place until cyiinder is
ready for use.

During Use: Use designaled CGA fitlings and other support equment. Do not USe adapters. Do not heat cylinder by -
any means 1o increase the discharge rate of the product from the cylinder. Use check valve or irap in discharge line 1o
pravent hazardous backflow into the cyiinder. Do not use oils or grease on gas-handling jittings or equipment.

After Use: Close main cylinder valve. Replace valve protection cap, if provided. Mark empty cylinders "EMPTY". '
NOTE: Use only DOT or ASME code containers. Ciose valve after each use and whin empty. Gylinders must not be
recharged except by or with ihe consent of owner. For additional information refes 1o 1he Compressed Gas Association
Pamphlet P-1, Safe Handling of Campressad Gases in Containers. Additionally, refer to CGA Bulletin SB-2 “Oxygen
DeﬁaenrAtmosm‘Iereg'

ps_gTEQTlVE PRACTICES DURING MAINTENANCE OF QNTAMINATED EQU1EM NT: Follow pracnces indicated in
Sention 8 (Accidental Release Measures). Make certain applmuon equipment is iocied and tagged-Oui safgly. Puige gas

handiing equipment with inert gas (e.g., nirogen) before attempting repairs,

8. EXPOSURE CONTROLS - PERSONAL PROTIZCTION

VENTILATION AND ENGINEE CONTR : Use with adequate ventilation. Local exhaust ventilation is prefemed,
because it prevents Nitrous Oxide dispersion into the work place by eliminating it at its source. If appropriate, install
automatic monhioring equipment to delecl tine leve! of axygen or Nitrous Oxide.

RESPIRATORY PROTECTION: Maintain oxygen levels above 19.5% In the workpiase and below the exposure limils
listed in Section 2 (Composition and Information on Ingredients). Use supplied air respiratory protecuon it oxygen levels
are below 19.5% or during emergency response to a release of Nitrous Oxide. If respiratory protection is required, follow
the rsqurraments of the Federal OSHA Respiratory Protection Standard'(29 CFR 1910.134), applicable State regulations,
or the Canadian CSA Standard 294.4-93 and applicable standards of Canadian Provinces. Oxygen levels below 19.5%
are considered IDLH by OSHA. In such atmaspherss, use of a full-faceplece pressure/demand SCBA or a full facepisce,
supplied air respirator with auxiliary self-contained air supply is required under OSHA's Respiratory Protection Standard
(1910.134~1998).

EYE PBQTEQﬂgm Splash goggles, face-shields or safely glassaes. Facs-shields must be worn when using ﬁquid Nltrous

EQ PRAOTECTION: Woear machamcany-resxsiam gloves when- handling cvlindess of Nitrous Omde. Use low-
temperatura protective gloves (e.g. Kevlar) when in siuations in which splashes of liquid Nitrous Oxide may occur.
BODY PROTECTION: Use body protection appropriate for task. Transfer of large quantities under pressure may require

prutective equipment appropriate 0 protect employees from splashes of liquefied rroduct, as well provide sufficient
insulation from extrems coid.

9. PHYSICAL and CHEMICAL PROPERTIIES

VAPQR DENSITY: 1.947kg/m” (0.115 ib/tt’) EVAPORATION RATE (nBuAc = 1): Net applicable.
IFIC GRAV ir=1): 1.530 o FREEZING POINT: -80.3°C (-131,5°F)
SOLUBILITY IN WATER: Soluble. - BOILING POINT(°F @ 1 abm): -88.5°C (-127.4°F)
VAPQR PRESSURE (psia): 758.7 - pH: Not appiicable.
EXPANSION RATIO:; Not applicable. QDOR THRESHQLD: Not determined.
QOEFFICIENT WATER/OIL DISTRIBUTION: 0.665 SPECIHIC VOLUME (f/): 8.7
%PEA__&_AI}LML(_LO_L_ Nitrous Oxide is a colarless gas or a coloress fiquid. Both the liquld and gas have a swest
or.
HOW YO DETECT THIS SUBSTANCE (waming provarties): There are no unusual wiaming properiies aasoc:aled wnh a

release of Nitrous Oxide. In terms of leak detection, fittings and joints can be painted vith a soap solution to detect leaks,
which will be indicated by a bubbly fornkation.

NITROUS OXIDE- N.O MSDS (Document # 001042,
PAGE 5 OF 10
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A"!las MATERIAL

 SAFETY
DATA SHEET

ALAMANACE FOODS

Propared to U.S. OSHA, CMA, ANSI and Canadian
' WHMIS Standards

NITRQUS QXIDE GAS

NFPA RATING

RAMABTY

@oas

XIDE

' NITROUS QXIDE
BEFRIGERATED LiQUID

NFPA HATING

PART

What is the material and what do | need to know in an emergency?

1. PRODUCT IDENTIFICATION
NITROUS OXIDE - N,O

CHEMICAL NAME; CLASS:

PRODUGT USE:

SUPPL]EFI/MANUFACTUHEFI'S NAME

' ADDRESS:

BUSINESS PHONE:
EMERGENCY PHONE:

DATE OF PREPARATION:
REVISION DATE:

NITROUS OXIDE - N.O
(Refrigerated L.iquid)
Document Number: 001042

For use in anesthesia and general
analytical/synthetic chemical apphcatuons

AIRGAS INC.
259 N. Radnor-Ct ester Road
Suite 100
Radnor, PA 19087-5283

1-610-687-5253
1-800-949-7937
International: 423-479-0293 (Call Callect)

May 20, 1996
January 2, 2002

2. COMPOSITION and INFORMATION ON INGREDIENTS

{ CHEMICAL NAME

- CAS # mole % EXPOSURELINVITS IN AIR
~ ACGH . __ osHA . .
TV STEL | PEL STH. | o OTHER
ppm ppm ppm ppm ppm .
Nitrous Oxide 10024972 | >99.0% | 50,A4 (Not NE NE NE NE NIOSHREL: 25
Classifiable Ppm
as a Human .
Carcinogen) DFG MAK: 100 ppm
Maximum Impurities <1.0% None of the trace Impuriies in this mixture comtribute sign b e hazards
associated with the product. Al hazard inforthation pertinent 10 tis product has been
provided in this Material Safety Data Sheet, par the mecuirements of the OSHA Hazard
Communication Standard (29 CFR 1910.1200) and State equivalent standards.
NE = Nt Established G = Cailing Limit See Section 16 for Definitions of Tanna Used

NOTE: All WHMIS required information is inchuded. 1t is Iocated in appropriate sactions based on ‘he ANS! Z400.1-1983 format.

A TR

NITROUS OXIDE- N;O MSDS (Documant # 001042)
PAGE 1 OF 10
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3. HAZARD IDENTIFICATION (Continued)

OTHER POTENTIAL HEALTH EFFECTS: Contact with liquid or rapldly expanding gases (which are released under high
pressure) may cause frostbite. Symptoms of frosibite include change in skin colar 1o white or grayish-yellow. The pain after
contact with liquid can guickly subeide. )

HEALTH EFFECTS OR RISKS FROM EXPOSURE: An Explanation in Lav Terms. Ovirexposure to Nitrous Oxide may
cause the following health effecls: ’ ‘ ' o

ACUTE: The most significant hazard associated with this gas is inhatation of oxygen-defizient atmospheres and effects on
the central nerveus system. Sympioms of oxygen deficiency or central nervous system depression include respiratory.
difficulty, ringing in ears, headaches, dizziness, indigestion, and nausea. At high concentrations, unconsciousness ‘or
death may eccur. Contact with fiquid or rapidly expanding gases may cause frosthite. ’ -

CHRONIC: Prolonged or repeatad averaxposures to Nitrous Oxide has produced injury ¢ the nervous system. Symptoms
of such overexposure include numbness, tingling of the hands and legs, loss -of feeling in the fingers, and muscular
weakness. Exposure to Nitrous Oxide may be associated with an increase in spontaneous abortions in humans. Single,
prolonged exposures to Nitrous Oxide have resuhted in bone marrow damage and adverse effects on the blood. Refer to

Section 11 (Taxicological Information) of this MSDS for additional information. .
TARGET ORGANS: Respiratory system, central nervous system, blood system, reproductive system.

PART H  whaat should ! do if a hazardous Sifz:ation oceirs?.

4. FIRST-AID MEASURES

RESCUERS SHOULD NOT ATTEMPT TO RETRIEVE VICTIMS OF EXPOSURE 7O NITROUS OXIDE WITHOUT
ADEQUATE PERSONAL PROTECTIVE EQUIPMENT. At a minimum, Sel-Contained Breathing Apparatus and
Persanal Protective Equipment shouid be worn. .

Remove victim(s) to fresh air, as quickly as possible. Trained personnel shouid administer supplemental oxygen and/or
cardio pulmonary recuecitation, if necessary. Only trained personnel shoiid administer 2 jpplemental oxygen.

In case of frosthite, place the frostbitten part in warm water. DO NOT USE HOT WATER. If warm water is not available, or
is impractical to use, wrap the aftected parts gently in blankets. Altematively, if the fingers or hands are frostbitten, place
the affected area in the armpil. Encourags victim to gently exercise the affected part while being warmed. Seck immediate -
medical attention. o : . S _ AR
Victim{s) must be taken for medical attention. Rescuers should be taken for medical attintion, i necessary. Take copy of '
label and MSDS to physician or other heaith professional with victim(s).

MEDICAL CONDITIONS SHAVAITED BY EXP RE: Pre-existing resplraiory conditloos, cenlral nervous system
disorders, biood and immune system disorders, and pregnancies may be aggravated or adversely effected by
overexposure to Nitraus Oxide.

M DATIONS TO PHYSICIANS: Provide oxygen, treat symptoms, and reducs overexposure.

‘ 5. FIRE-FIGHTING MEASURES
NITROUS OXIDE GAS NITHOUS QXIDE

REFFIGERATED LIQUID

NFPA RATING

{ 8 for

FLASH POINT: Not applicable. , .
- AUTOIGNITION TEMPERATURE: Not applicable.
| AMMARLE LIMITS (in ai volume, %):

Lower (LEL): Not applicable. ?
Upper (UEL): Net applicable. '

NITROUS OXIDE- N;O MSDS {Document # 001042,
PAGE3 OF 10
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